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DEtiAkkENT OF HEALTH. 
EDOCAiION, AND WiLFARE 

Food and Drug Adn&lstrJt?rn 
CERTAIN fi:OLGGlCAC PRODWitS 

Request f:: l&t? an? 1nIormatYon Roqd- 
~~viS;~iy, Etfr-ctiveness, and Labeling 

e 
The Food and Drug Administration is 

can?inuing its rerkw of at1 Iiccnsed bfo- 

tintier pk.xriScd. recomn:endcd or sttg- 
gcjted cijacilticlls of v:dz. This twice is 
prompted by the. ~eltmination of three 
predouslg Planned. gattels. namely: The 
panel on Re~iiciv of In Vitro Mngnostjo 
Rqgenls. the Panel -on Review 6f Im- 
mn~~~s.~eru~t6.An~~~o~i~~~,~~ @r,d _ Anti- 
wiinaand the FM& 6:’ Eteviea of Bl.is7 

yublGh& h::ci unpub!isitc& h::d otkr 
Information lxxWtn,nt to the products 
listed Is lxreby s&cited. 

- AccorGin$y, notice is kerebg given 
that all data and information r@wlitti: 
the snfe’,s nnd cifectfveness of the fob 
lowing licensed biological prodtxfs shal& 
be sub.nfSted: 

I. To be COt?skiered by the P;lne~ On 
Reviem of f3ncterial Veccinc.s and Tos- 
o!ds with S:.xtclwxks of Potency: 
Botultsm Antitoxin. 
Coi!ageuase. 
DiDlLttle:iz A:ttltoSin. 

. II. To be considmed by the &tncl on 
Review of V&al nnd IXickrLtsial Vac- 
cilic3 : 

The format of the submission shti! be 
in fwcordartce with P 60:.25(b) (3) (31 
fXR 69125W (3) 1, esccp? 1s citr.n::cd in 
this FEIERIL R~ctsxc notice. ‘Ike Com- 
missioner h& CCilCiitdPd thnt some 
changes and c!ariiicatiatts are wquircd 
for thrse Products if the px~l is tea o!#- 
tain the inforntzttion needed ior this 
revfew, The dnta ieunired ‘J?: :t?e;e 
chnr,ges are neccs.c~ty &we dC”lertnces 
in proxwkttion tcchnir~zts xx? ?1:ni1il:3c- 
turing jwose.Fses nrc critkal in c!c?z~M- 
ing the quality and spcciAcniio,ns of e::c:r 
pnrticular finished produc:. Gxerfc CL:- 
sct-iMons of production nxthocli fn: a 
pWCicttIar biolo$cal prociuct. or G:t:n otlcl 
studks rclatitx to t!le sxz!e pro&tct 
processed by 8 different ma:YLfaCtutW 
,tlay not, alwass be su!Ecietit. to SWWrt 
the safety or -e~ectircness Of ES’ Par- 
ticulz product. 

Therefore . the ~~~b!nissiotls fo? thCX- 
, products &ill fo?,!nv; ihe prescriti:d for- 

neat j:lcorporaf,irtg tile folfoaing cixinges 

pIwed ; 
b. Data on any preset-atires. stabiliz- 

ers. or p.dj~2cts used either in the fL?al 
l>roduct Or employed in the nxxntfaciur- 
i?:g process; 

c. A cottwlete description o? the blo- 
lo& ~oqrcets) of ail rfiiV materrais giv- 
ir.g-, -.dic:‘e applicable, the sp~2es and 
types of animals ttscd, the curi’e:?lt types 
or strftiris of microorgnnfs.ms ujeci in- 
c?uding their passage history arid Cu?ti- 
vat-ion procedures, extrnction or coxen- 
tration techniques, storage ma~hods. 
and all such portineni information i%- 
cliiding any changes in these nt3itei-s 
since ori@nJ product licensure; 

d. A description of the test methods 
used to demonstrate WecificitY, POtcI2CY, 
purity, safety, and stability: and 

e. Data indicating the means emPloyed 
to ztssure that the culture meitiutn used __ _.-- . . . 
for the propastion of a~ microor~a- 
nism do&s not contain itt=re.diet% cap- 
eble of producing aller~eilic e!Yec:s in 
huntnn subjects where agPlicab:e to the 
product. 

3. For items IV, V, and VX. mamtfac- 
turers shall proviclc a!1 esis:Icg data 
c:hich are nrxGcab!e to, or in CC:& SW- 
port of, the-s&lfic product as currently 
yroduced by iiie manufacturer. When 
published literature or other rcferccce 
data b cited, it. shall be mc<e clear 
whcchcr it refers to the specisc sradie? 
which nl.:Ply to the ce:nP?n:~*~ lirodxct. its 
described in the submission. cr vheihcr 
it is 3 pLwt af the gcl!eral 1kcm:urc per- 
tp,itlfny to the procit:ci ge:XTirl?,i::;. If a 
~r,anu(‘~:cturer’s current !lnfshcd Product 
is prodnrcd in nttp man!wr o:itcr than 
referenced in the literature. or other 
dat% submitted in support of a similar 
product. t!-te equirnlencp of t’tc qwlita- 
tire and quatttitatirc cotnposirions shall 
bc iAtmtii%xl n:ifl comparrd. A concise 
s~t~nrn~:~z-y of the c!r?tn contained in the 
rcfcrcwc ttW.rrinl snd R prccix st?k?- 
mcnt. of hov,~ it sttworts tfte clzin:s mxclc 
for the product shall accompacy (Itc list 
of rcferonces. 

4. In the- mntter of documn?ted case 
reports for Rem V. “Human s3leL;:: dstn.” 
and iktti VI. “Eilicncy dn!n.” tntzncr0:tS 
citations of ittdivicianl cnse rwxxs 8x-e 
not necewwy. Instead. n tsbt!ktr an- 
mnly of data avaiktble. ixitxiirt: Ihc 
salient fentures conccrninq tilt F .::cnts 
tested. the rtxttlts obktined rind ik iY:‘Pe I 
of reactions observed sit,?!1 be px:‘i:?ed 
for us by the panel. Xowever, t!;e ra:~ 
date shall be wailabk for ini;gecriox or 
duplication fok subnii?sion. shotzid t?e 
panel find it ilccessary nt n !e?cr dare. 

3. In submitting Pertinc:tt markc:inc 
esperience as required in item V;, para- 
graph C.4. each ?:131iiliactuxr SB$I ii& 
the number of doses distribttied anr:uzlly 
for the past 5 yenrs. 

6. For item VII the rationale for ihe 
rccotnmended dosages shall niso be i+ 
cluded in the summary. 

7. Item VIII i:zuncltan=cd. 
To assure a complete ind Ati!;. i+ 

formed review of ws cntegollr. t.he &tc: 
may request addition01 dnia or infor::te- 
tioll from producers of the Eccnsed .;rod- 
ucts ut?der review. 

To be considered, 13 co:,its of t!~e w.3 
and information. presettied i-1 the xc- scribed format, rnttst be suwt~it.ted on or 
before titeust 19.1974, to: 

~Oclico of EIEcacy Revielr-. D.tt*aL 3I Bfg~zica 
GTFB-5). Buttding 29. %oam 124. e&0 
Rockvi!le Pike. Betherd.?. hfd. 2co?J. 

Any other data and informntion wh!& 
is available and pertinent to thi.5 chte- 
gory of bioIo&xtl products is solicited 
from all itttercrited persons. 

D&cd: June 10.1974. 
.sAM D. FIXC 

Asswiafe Commiss&er 
for Comgliaace. 

fFR D0s.74-14015 Filed 6-18-74;SfbS am) 
. . - 

FEDEPAL k%i~!?, VOL. 39, NO. 113- 

. -WE3NESDAY, J’JNE- 19, 1974 


